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filed not later than January 15 of the 
following year. Manufacturing trans-
action reports shall be filed annually 
for each calendar year not later than 
January 15 of the following year, ex-
cept that a registrant may be given 
permission to file more frequently (but 
not more frequently than quarterly). 

(c) Persons reporting. For controlled 
substances in Schedules I, II, narcotic 
controlled substances in Schedule III, 
and gamma-hydroxybutyric acid drug 
product controlled substances in 
Schedule III, each person who is reg-
istered to manufacture in bulk or dos-
age form, or to package, repackage, 
label or relabel, and each person who is 
registered to distribute, including each 
person who is registered to reverse dis-
tribute, shall report acquisition/dis-
tribution transactions. In addition to 
reporting acquisition/distribution 
transactions, each person who is reg-
istered to manufacture controlled sub-
stances in bulk or dosage form shall re-
port manufacturing transactions on 
controlled substances in Schedules I 
and II, each narcotic controlled sub-
stance listed in Schedules III, IV, and 
V, gamma-hydroxybutyric acid drug 
product controlled substances in 
Schedule III, and on each psychotropic 
controlled substance listed in Sched-
ules III and IV as identified in para-
graph (d) of this section. 

(d) Substances covered. (1) Manufac-
turing and acquisition/distribution 
transaction reports shall include data 
on each controlled substance listed in 
Schedules I and II, on each narcotic 
controlled substance listed in Schedule 
III (but not on any material, com-
pound, mixture or preparation con-
taining a quantity of a substance hav-
ing a stimulant effect on the central 
nervous system, which material, com-
pound, mixture or preparation is listed 
in Schedule III or on any narcotic con-
trolled substance listed in Schedule V), 
and on gamma-hydroxybutyric acid 
drug products listed in Schedule III. 
Additionally, reports on manufacturing 
transactions shall include the fol-
lowing psychotropic controlled sub-
stances listed in Schedules III and IV: 

(i) Schedule III 
(A) Benzphetamine; 
(B) Cyclobarbital; 
(C) Methyprylon; and 

(D) Phendimetrazine. 
(ii) Schedule IV 
(A) Barbital; 
(B) Diethylpropion (Amfepramone); 
(C) Ethchlorvynol; 
(D) Ethinamate; 
(E) Lefetamine (SPA); 
(F) Mazindol; 
(G) Meprobamate; 
(H) Methylphenobarbital; 
(I) Phenobarbital; 
(J) Phentermine; and 
(K) Pipradrol. 
(2) Data shall be presented in such a 

manner as to identify the particular 
form, strength, and trade name, if any, 
of the product containing the con-
trolled substance for which the report 
is being made. For this purpose, per-
sons filing reports shall utilize the Na-
tional Drug Code Number assigned to 
the product under the National Drug 
Code System of the Food and Drug Ad-
ministration. 

(e) Transactions reported. Acquisition/ 
distribution transaction reports shall 
provide data on each acquisition to in-
ventory (identifying whether it is, e.g., 
by purchase or transfer, return from a 
customer, or supply by the Federal 
Government) and each reduction from 
inventory (identifying whether it is, 
e.g., by sale or transfer, theft, destruc-
tion or seizure by Government agen-
cies). Manufacturing reports shall pro-
vide data on material manufactured, 
manufacture from other material, use 
in manufacturing other material and 
use in producing dosage forms. 

(f) Exceptions. A registered institu-
tional practitioner who repackages or 
relabels exclusively for distribution or 
who distributes exclusively to (for dis-
pensing by) agents, employees, or af-
filiated institutional practitioners of 
the registrant may be exempted from 
filing reports under this section by ap-
plying to the ARCOS Unit of the Ad-
ministration. 

(Approved by the Office of Management and 
Budget under control number 1117–0003) 

[62 FR 13962, Mar. 24, 1997, as amended at 68 
FR 41229, July 11, 2003; 70 FR 294, Jan. 4, 2005] 
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§ 1305.01 Scope of part 1305. 

Procedures governing the issuance, 
use, and preservation of order forms 
pursuant to section 1308 of the Act (21 
U.S.C. 828) are set forth generally by 
that section and specifically by the 
sections of this part. 

§ 1305.02 Definitions. 

Any term contained in this part shall 
have the definition set forth in section 
102 of the Act (21 U.S.C. 802) or part 
1300 of this chapter. 

[62 FR 13963, Mar. 24, 1997] 

§ 1305.03 Distributions requiring order 
forms. 

An order form (DEA Form 222) is re-
quired for each distribution of a Sched-
ule I or II controlled substance except 
to persons exempted from registration 
under part 1301 of this chapter; which 
are exported from the United States in 
conformity with the Act; for delivery 
to a registered analytical laboratory, 
or its agent approved by DEA; or for 
delivery from a central fill pharmacy, 
as defined in § 1300.01(b)(43), to a retail 
pharmacy. 

[68 FR 37410, June 24, 2003] 

§ 1305.04 Persons entitled to obtain 
and execute order forms. 

(a) Order forms may be obtained only 
by persons who are registered under 
section 303 of the Act (21 U.S.C. 823) to 
handle controlled substances listed in 
Schedules I and II, and by persons who 
are registered under section 1008 of the 
Act (21 U.S.C. 958) to export such sub-
stances. Persons not registered to han-
dle controlled substances listed in 
Schedule I or II and persons registered 
only to import controlled substances 
listed in any schedule are not entitled 
to obtain order forms. 

(b) An order form may be executed 
only on behalf of the registrant named 
thereon and only if his/her registration 
as to the substances being purchased 
has not expired or been revoked or sus-
pended. 

[36 FR 7796, Apr. 24, 1971. Redesignated at 38 
FR 26609, Sept. 24, 1973, as amended at 62 FR 
13964, Mar. 24, 1997] 

§ 1305.05 Procedure for obtaining 
order forms. 

(a) Order Forms are issued in mailing 
envelopes containing either seven or 
fourteen forms, each form containing 
an original duplicate and triplicate 
copy (respectively, Copy 1, Copy 2, and 
Copy 3). A limit, which is based on the 
business activity of the registrant, will 
be imposed on the number of order 
forms which will be furnished on any 
requisition unless additional forms are 
specifically requested and a reasonable 
need for such additional forms is 
shown. 

(b) Any person applying for a reg-
istration which would entitle him/her 
to obtain order forms may requisition 
such forms by so indicating on the ap-
plication form; order forms will be sup-
plied upon the registration of the appli-
cant. Any person holding a registration 
entitling him/her to obtain order forms 
may requisition such forms for the 
first time by contacting any Division 
Office or the Registration Unit of the 
Administration. Any person already 
holding order forms may requisition 
additional forms on DEA Form 222a 
which is mailed to a registrant ap-
proximately 30 days after each ship-
ment of order forms to that registrant 
or by contacting any Division Office or 
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